PATENT 

REMARKS 

Claims 57-80 and 92-104 are pending in the present application, with claims 58-65, 69-80 
and 92-97 being withdrawn from consideration. Claims 57, 66-68 £ind 98-104 were rejected. By 
the present amendment, claims 57, 68 and 98 have been amended. This application continues to 
include claims 57-80 and 92-104. 

Reconsideration of the rejection of claims 57, 66-68 and 98-104 is respectfully requested. 

Claims 101-104 were rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement, the Examiner asserting that the specification does not 
teach "unitary" with respect to the removable element. Support may be found, for exsimple, in the 
following portions of the application. 

Abstract : "the removable unit includes a biopsy needle module and a pressure source that 
can be integrated into the housing. . . ." 

Paragraph 0002 : "The invention relates to a biopsy device for tissue removal in the form 
of a manual component with at least one elastic force-actuated clamping cradle for a biopsy 
needle unit , which features an outer hollow needle with a distally sharpened cutting blade and a 
hollow biopsy needle mounted in the interior of the hollow needle with a tissue sample removal 
chamber provided in its distal end region, wherein the outer hollow needle is slidably seated 
relative to the hollow biopsy needle, as well as with a pressure source connectable to the hollow 
biopsy needle." 

Paragraph 0009 : "the underlying objective of the invention is to further develop a biopsy 
device for tissue removal, which is designed in the form of a hand-held device and features at 
least one elastic force-actuated clamping and shooting device in the form of a clamping cradle for 
a biopsy needle unit which features an outer hollow needle with a distally sharpened cutting blade 
as well as a hollow biopsy needle seated inside the hollow needle with a tissue sample removal 
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chamber at its distal end region, wherein the outer hollow needle is slidably seated relative to the 
hollow biopsy needle, and which features a vacuum source connectable with the hollow biopsy 
needle...." 

Paragraph 0009 : "Specifically, this means that the needle movements of the biopsy needle 
unit required for the tissue severing process and the generation of pressure for targeted 
development of a vacuum must be precisely matched to one another." 

Paragraph 0012 : "The inventive biopsy device for tissue removal in the form of a manual 
component with at least one elastic force-actuated clamping and shooting device in the form of a 
clamping cradle for a biopsy needle unit , which features an outer hollow needle with a distally 
sharpened cutting blade and a hollow biopsy needle mounted in the interior of the hollow needle 
with a tissue sample removal chamber provided in its distal end region, wherein the outer hollow 
needle is slidably seated relative to the hollow biopsy needle, as well as with a pressure source 
connectable to the hollow biopsy needle." 

Please also see Fig. 2 referenced in the specification. 

Thus, it is respectfully submitted that "unitary" is supported in the specification due to the 
numerous references, in context, to the biopsy needle unit. 

Accordingly, it is respectfully requested that the Examiner withdraw the rejection of 
claims 101-104 under 35 U.S.C. 112, first paragraph. 

Claims 57, 66-68 and 98-104 were rejected under 35 U.S.C. 112, second paragraph, as 
being unclear. 

Examiner asserts that it is unclear if the limitation "having no cables or lines extending 
from the housing to external units" is associated with the phrase "the biopsy device is configured 

for entirely single-handed operation by a physician" or the phrase "the biopsy device being 
configured to be operationally self-contained such that an entirety of the biopsy device can be held 
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by a single hand during a medical procedure". Applicants have amended claims 57 and 98 to 
recite " the biopsy device having no cables or lines extending from the housing to external units." 
(Emphasis added). Thus, claims 57 and 98 as amended clearly recite four limitations within the 
wherein clause, to wit: (1) the biopsy device is configured for entirely single-hsinded operation by 
a physician, (2) the biopsy device being configured to be operationally self-contained such that an 
entirety of the biopsy device can be held by a single hand during a medical procedure, (3) the 
biopsy device having no cables or lines extending from the housing to extemd units, and (4) the 
biopsy device being both held and operated by the same single hand during the medicd 
procedure. 

The Examiner further asserts that "it is unclear if the single-handed operation is intended 
to be by the same hand that is holding the device during the procedure, or if one hand holds the 
device while the other hand operates the device." Applicants have amended claims 57 and 98 to 
expressly recite, "and the biopsy device being both held and operated by the same single hand 
during the medical procedure". Notwithstanding, Applicants welcome any suggestions that the 
Examiner might have in overcoming the Examiner's concerns in this regard. 

Also, the Examiner rejects claim 101, and its dependent claims 102-104, under 35 U.S.C. 
112, second paragraph, stating that "it is unclear what 'unitary' is intended to claim." Claim 101 
recites in part, "a unitary removable element including a biopsy needle module, a pressure source, 
and a hollow connecting element communicatively coupled between the biopsy needle module 
and the pressure source". (Emphasis added). The claim term prior to the transition phrase 
"including" is unitary removable element . It is the "unitary removable element" that includes "a 
biopsy needle module, a pressure source, and a hollow connecting element communicatively 
coupled between the biopsy needle module and the pressure source". The word "unitary" is part 
of the phrase "unitary removable element", wherein "unitary" modifies "removable element", and 
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should be afforded its ordinary and accustomed meaning. Accordingly, the term "unitary 
removable element" means a removable element that is uniteiry, i.e., a removable element unit. 
Thus, for at least the reasons set forth above, Applicjints respectfully submit that claim 101 is 
clear. 

Accordingly, it is respectfully requested that the Examiner withdraw the rejection of 
claims 57, 66-68 and 98-104 under 35 U.S.C. 112, second paragraph. 

Claims 57, 66-68, and 98-101 were rejected under 35 U.S.C. 103(a) as being unpatentable 
over Naslund (US 4,605,011) as modified by Gregoire, et al. ( US 5,964,716; herein after 
Gregoire) and Dejter (US 4,989,614; hereinafter Dejter). 

Naslund discloses an apparatus for taking samples of cells. The apparatus includes a 
hand-grip 1 (asserted by the Examiner to be the housing) and a container 4 having a suction 
plunger 5. A cannula 2 is connected by a hose 3 to the container 4. (Naslund column 2, lines 55- 
61). The Examiner recognizes that Naslund does not disclose that both the pressure source and 
the biopsy needle carrier are contained in the housing. More particularly, the pressure source is 
not contained within the hand-grip 1, but rather extends external to the housing 1 as shown in Fig. 
1, and the cannula 2 and the cannula connection 6 (cannula carrier) are external to the hand-grip, 
and thus also are not contained within the hand-grip 1. 

Gregoire, et al. discloses with respect to Fig. 1 a biopsy instrument 30 that is not 
operationally self-contained and has cables or lines extending from the housing to external units. 
More particularly, Gregoire, et al. discloses with respect to Fig. 1 the biopsy instrument 30 having 
an external vacuum source 86 (not contained within the housing) and an external control unit 87 
that are tethered to the probe assembly 45 and the probe driver 31, respectively. (Col. 5, 11. 21- 
30). As shown in Fig. 1, probe driver 31 is configured to receive probe assembly 45 in two 
opposing slots formed in opposite end walls of the housing of probe driver 31. While two 
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additional opposing slots are shown, neither of the additional slots receives a portion of the probe 
assembly 45. Also, probe driver 31 is not a handheld device, as probe driver 31 is mounted to a 
movable table 20 . (Col. 5, 11. 15-21) 

Dejter, Jr. et al. discloses with respect to Figs, la-lf schematic illustrations of the 
positions of a needle 2, a stylet 3, a syringe 4 and a plunger 5, relative to a fixed casing 1 and a 
needle sheath 6 during a fine needle aspiration procedure. (Col. 6, 11. 22-26). As illustrated in Fig. 
13, the needle 13 is directly connected to syringe 4. As illustrated in Figs. 2, 5 £ind 7, a finger 
guide 13 is provided at or near the end of the needle sheath 6 to assist the operator in 
manipulating the tip of the sheath. Additionally, to facilitate manipulation of the needle assembly, 
a sheath positioning handle 14 is provided. Handle 14 is attachable (e.g., by snap fit) to the sheath 
6 at any desired location along a handle attachment area 12 so as to be positionable for either right 
or left hand usage and longitudinally adjustable. (Col. 8, 11. 56-66). 

Claim 57 recites, in part, "A biopsy device for tissue collection, comprising: a housing 
containing a power source; and a removable element, comprising a biopsy needle module and a 
pressure source, the biopsy needle module having a biopsy needle carrier, wherein the removable 
element is configured for integration into the housing with both the pressure source and the 
biopsy needle carrier being contained within the housing and with the pressure source and 
the biopsy needle module being spaced apart in the housing, and a hollow connecting element 
communicatively coupled between the biopsy needle module and the pressure source; . . . ." 
(Emphasis added). 

Accordingly, to achieve the invention as recited in claim 57 by the combination of 
Naslund, Gregoire, and Dejter, significant change in the structure and function of the combined 
elements of Naslund, Gregoire, and Dejter would have been required. Thus, the improved 
structure provided by the present invention over that of Naslund, Gregoire, and Dejter is more 
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than the predictable use of the elements of Naslund, Gregoire, and Dejter according to their 
established functions. See KSR International Co. v. Teleflex Inc. (KSR), 111 S. Ct. 1727, 82 
USPQ2d 1385, 1396 (2007). 

The Examiner cites the three references, Naslund, Gregoire, and Dejter, which taken alone 
or in combination do not disclose a structure wherein "both the pressure source and the biopsy 
needle carrier being contained within the housing and with the pressure source and the biopsy 
needle module being spaced apart in the housing ". "To establish prima facie obviousness of a 
claimed invention, all the claim limitations must be taught or suggested by the prior art." In re 
Royka, 490 F.2d 981, 180 USPQ 580 (CCPA 1974). As the Board of Patent Appeals and 
Interferences has held: 

"When determining whether a claim is obvious, an examiner must make "a searching 
comparison of the claimed invention - including all its limitations - with the 
teaching of the prior art." In re Ochiai, 71 F.3d 1565, 1572 (Fed. Cir. 1995) 
(emphasis added). Thus, "obviousness requires a suggestion of all limitations in a 
claim." CFMT, Inc. v. Yieldup Intern. Corp., 349 F.3d 1333, 1342 (Fed. Cir. 2003) 
((iling In re Royka, 490 F.2d 98 1 , 985 (CCPA 1974)). Ex parte Wacia, el ah. Appeal 
2007-3733 (SN 10/613,220, p. 7 (BPAI 2008) (emphasis in original). 

Further, the necessary presence of all claim limitations is axiomatic, since the Supreme Court has 
long held that obviousness is a question of law based on underlying factual inquiries, including . . . 
ascertaining the differences between the claimed invention and the prior art. Graham v. John 
Deere Co., 383 U.S. 1, 148 USPQ 459 (1966) (emphasis added). 

Accordingly, it is respectfully submitted that claim 57 is allowable in its present form. 

Claims 66-68 depend, directly or indirectly, from claim 57 and thus are patentable for 
reasons set forth above with respect to claim 57. 

In addition, each of claims 66-68 is believed allowable in its own right. 
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Claim 66 recites, "The biopsy device according to claim 57, wherein the housing 
comprises a lower housing segment with lateral walls of different heights, a housing lid matched 
to the lower housing segment and having a longitudinally displaceable locking mechanism, and a 
first end lid and a second end lid, each connected to the lower housing segment, wherein the 
second end lid comprises a first U-shape opening and a second U-shape opening , wherein the 
first U-shape opening is configured to receive a first portion of the removable element and the 
second U-shape opening is configured to receive a second portion of the removable element ." 
(Emphasis added). 

In claim 66 it is recited that the second end lid has the first U-shape opening £ind the 
second U-shape opening. Thus, in the structure recited in claim 66, a first portion of the 
removable element and a second portion of the removable element are received, respectively, in 
the first U-shaped opening and second U-shaped opening of the same (second) end lid. 
Accordingly, to achieve the invention as recited in claim 66 by the combination of Naslund, 
Gregoire, and Dejter, significant change in the structure and function of the combined elements of 
Naslund, Gregoire, and Dejter would have been required. Thus, the improved structure provided 
by the present invention over that of Naslund, Gregoire, and Dejter is more than the predictable 
use of the elements of Naslund, Gregoire, and Dejter according to their established functions. See 
KSR International Co. v. Telejiex Inc. (KSR), 127 S. Ct. 1727, 82 USPQ2d 1385, 1396 (2007). 

Moreover, Naslund, Gregoire, et al. and Dejter, taken alone or in combination, do not 

disclose or suggest all limitations of claim 66, e.g. that "the second end lid comprises a first U- 

shape opening and a second U-shape opening, wherein the first U-shape opening is configured to 

receive a first portion of the removable element and the second U-shape opening is configured to 

receive a second portion of the removable element." Applicants respectfully submit that since all 

limitations of claim 66 are not disclosed or suggested by the cited references, taken alone or in 
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combination, a prima facie case of obviousness has not been established. (See case law above 
with respect to claim 57). 

Thus, it is respectfully submitted that cMm 66 is dlowable in its own right. 

Claim 67 recites, "The biopsy device according to claim 66, further including a guide 
disposed on the removable element, wherein the first end lid comprises a third U-shaped opening 
at the top thereof, the third U-shaped opening being sized to receive the guide of the removable 
element." The Examiner concedes that the cited references in combination do not disclose the 
structure of claim 67. However, the Examiner asserts that it is "well known in the art .. .to 
position the guide of the removable element in the front opening of the biopsy device". It appears 
the Examiner is taking Official Notice of the structure recited in claim 67, and if so, then it is 
respectfully requested that the Examiner expressly state such. 

Notwithstanding, MPEP 2 144.03 A provides that, "Official notice unsupported by 
documentary evidence should only be taken by the examiner where the facts asserted to be well- 
known, or to be common knowledge in the art are capable of instant and unquestionable 
demonstration as being well-known ." (Emphasis added). It is respectfully submitted that the 
level of structural detail provided by a recitation of "a guide disposed on the removable element, 
wherein the first end lid comprises a third U-shaped opening at the top thereof, the third U-shaped 
opening being sized to receive the guide of the removable element", or that expressly asserted by 
the Examiner, is such that it does not lend itself to "Official Notice" under MPEP 2144.03, as it 
cannot be instantly and unquestionably demonstrated as being well-known. For the record. 
Applicants expressly do not admit as prior art the structure as recited in claim 67. It is 
respectfully requested that the Examiner provide one or more references in support of the 
Examiner's asserted position, or withdraw the rejection. 



289-PDD-03-07 US/CRB0022.US 



16 



PATENT 

Moreover, Naslund, Gregoire and Dejter, taken alone or in combination, do not disclose or 
suggest all limitations of claim 67, namely "a guide disposed on the removable element, wherein 
the first end lid comprises a third U-shaped opening at the top thereof, the third U-shaped opening 
being sized to receive the guide of the removable element." Applicants respectfully submit that 
since all limitations of claim 67 are not disclosed or suggested by the cited references, taken alone 
or in combination, a prima facie case of obviousness has not been established. (See case law 
above with respect to claim 57). 

Thus, it is respectfully submitted that claim 67 is allowable in its own right. 

Claim 68, as amended, recites, "The biopsy device according to claim 57, wherein housing 
includes a lower housing segment, a housing lid matched to the lower housing segment, a first end 
lid and a second end lid, each of the first end lid and the second end lid being connected to the 
lower housing segment, wherein the second end lid comprises a first U- shape opening and a 
second U-shape opening, wherein the first U-shape opening is configured to receive a first portion 
of the removable element and the second U-shape opening is configured to receive a second 
portion of the removable element, and wherein a third portion of the removable element is located 
between the first U-shape opening and the second U-shape opening external to the housing." 

The Examiner recognizes that none of the cited references, alone or in combination 
discloses, "wherein a third portion of the removable element is located between the first U-shape 
opening and the second U-shape opening external to the housing." Nonetheless, the Examiner 
asserts that it would be obvious to use the first U-shaped opening and the second U-shaped 
opening (of Gregoire) to allow the connecting element to be external to the housing and to 
complete the fluid path that extends between the two openings, as this would be a design choice 
in view of the teachings of Naslund, Gregoire and Dejter. Applicants respectfully disagree. 



289-PDD-03-07 US/CRB0022.US 



17 



PATENT 

With regard to the subject matter of claim 68, as a first point it is noted that, as set forth in 
claim 57 from which claim 68 now depends, Naslund, Gregoire, et al. and Dejter, taken alone or 
in combination, do not disclose a structure wherein the removable element has " both the pressure 
source and the biopsy needle carrier being contained within the housing and with the pressure 
source and the biopsy needle module being spaced apart in the housing ". With the additional 
limitation of claim 68, "the first U-shape opening is configured to receive a first portion of the 
removable element and the second U-shape opening is configured to receive a second portion of 
the removable element, and wherein a third portion of the removable element is located between 
the first U-shape opening and the second U-shape opening external to the housing". Thus, in 
claim 68 the first portion of the removable element and the second portion of the removable 
element are in the same (second) end lid, and a third portion of the removable element is located 
between the first U-shape opening and the second U-shape opening external to the housing. 

Accordingly, to achieve the invention as recited in claim 68 by the combination of 
Naslund, Gregoire, and Dejter, significant change in the structure and function of the combined 
elements of Naslund, Gregoire, and Dejter would have been required. Thus, the improved 
structure provided by the present invention over that of Naslund, Gregoire, and Dejter is more 
than the predictable use of the elements of Naslund, Gregoire, and Dejter according to their 
established functions. See KSR International Co. v. Teleflex Inc. (KSR), 121 S. Ct. 1727, 82 
USPQ2d 1385, 1396 (2007). 

Only by using impermissible hindsight, and the benefit of Applicants' claim, would one 
skilled in the art be motivated to use the first U-shaped opening and the second U-shaped opening 
(of Gregoire) to receive respective portions of the removable element, and with the connecting 
element being external to the housing, e.g., to complete the fluid path that extends between the 
two openings, since Naslund, Gregoire, et al. and Dejter, taken alone or in combination, do not 
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disclose a structure wherein the removable element has both the pressure source and the biopsy 
needle carrier being contained within the housing. 

Moreover, Naslund, Gregoire, et al. and Dejter, taken done or in combination, do not 
disclose or suggest all limitations of claim 68, namely that "the first U-shape opening is 
configured to receive a first portion of the removable element and the second U-shape opening is 
configured to receive a second portion of the removable element, and wherein a third portion of 
the removable element is located between the first U-shape opening and the second U-shape 
opening external to the housing". Applicants respectfully submit that since all limitations of 
claim 68 are not disclosed or suggested by the cited references, taken alone or in combination, a 
prima facie case of obviousness has not been established. (See case law above with respect to 
claim 57). 

Thus, it is respectfully submitted that claim 68 is allowable in its own right. 
Claim 98 recites in part: 

a removable element, comprising a biopsy needle module and a pressure 
source, the biopsy needle module having a biopsy needle carrier, wherein the 
removable element is configured for integration into the housing with both the 
pressure source and the biopsy needle carrier being contained within the housing and 
with the pressure source and the biopsy needle module being spaced apart in the 
housing , and a hollow connecting element communicatively coupled between the 
biopsy needle module and the pressure source; 

wherein the biopsy device is configured for single-handed operation by a 
physician, the biopsy device being configured to be operationally self-contained such 
that an entirety of the biopsy device can be held by a single hand during a medical 
procedure, the biopsy device having no cables or lines extending from the housing to 
external units, and the biopsy device being both held and operated by the same single 
hand during the medical procedure . (Emphasis added) 

It is respectfully submitted that claim 98 is allowable for at least the reasons set forth 
above with respect to claim 57. 
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Each of claims 99 and 100 depend, directly or indirectly, from claim 98, and thus is 
patentable for reasons set forth above with respect to cMm 98. In addition, at least claim 100 is 
patentable in its own right. 

Claim 100 recites, "The biopsy device according to claim 98, wherein the second end lid 
comprises a first U-shape opening and second U-shape opening, wherein each of the first U-shape 
opening and the second U-shape opening is configured to receive a respective portion of the 
removable element, with at least a portion of the hollow connecting element being located 
between the first U-shape opening and the second U-shape opening external to the housing." 

As set forth in claim 98 from which claim 100 depends, Naslund, Gregoire, et al. and 
Dejter, taken alone or in combination, do not disclose a structure wherein the removable element 
has " both the pressure source and the biopsy needle carrier being contained within the housing 
and with the pressure source and the biopsy needle module being spaced apart in the housing ". 
With the additional limitation of claim 100, "the second end lid comprises a first U-shape opening 
and second U-shape opening, wherein each of the first U-shape opening and the second U-shape 
opening is configured to receive a respective portion of the removable element, with at least a 
portion of the hollow connecting element being located between the first U-shape opening and the 
second U-shape opening external to the housing". 

Accordingly, to achieve the invention as recited in claim 100 by the combination of 
Naslund, Gregoire, and Dejter, significant change in the structure and function of the combined 
elements of Naslund, Gregoire, and Dejter would have been required. Thus, the improved 
structure provided by the present invention over that of Naslund, Gregoire, and Dejter is more 
than the predictable use of the elements of Naslund, Gregoire, and Dejter according to their 
established functions. See KSR International Co. v. Teleflex Inc. (KSR), 111 S. Ct. 1727, 82 
USPQ2d 1385, 1396 (2007). 
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Only by using impermissible hindsight, and the benefit of Applicants' claim, would one 
skilled in the art be motivated to use asserted first U-shaped opening and the second U-shaped 
opening of Gregoire to receive respective portions of the removable element, and with at least a 
portion of the hollow connecting element located between the first U-shape opening £ind the 
second U-shape opening external to the housing, e.g., to complete the fluid path that extends 
between the two openings, since Naslund, Gregoire, et al. and Dejter, taken alone or in 
combination, do not disclose a structure wherein the removable element has both the pressure 
source and the biopsy needle carrier being contained within the housing. 

Moreover, Naslund, Gregoire, and Dejter, taken alone or in combination, do not disclose 
or suggest all limitations of claim 100, namely that "the second end lid comprises a first U-shape 
opening and second U-shape opening, wherein each of the first U-shape opening and the second 
U-shape opening is configured to receive a respective portion of the removable element, with at 
least a portion of the hollow connecting element being located between the first U-shape opening 
and the second U-shape opening external to the housing". Applicants respectfully submit that 
since all limitations of claim 100 are not disclosed or suggested by the cited references, taken 
alone or in combination, a prima facie case of obviousness has not been established. (See case 
law above with respect to claim 57). 

Thus, it is respectfully submitted that claim 100 is allowable in its own right. 

Claim 101 recites, in part, "the unitary removable element being configured to be mounted 
to the housing and received at each of the first U-shape opening, the second U-shape opening and 
the third U-shape opening, with the pressure source being contained in the housing, and with at 
least a portion of the hollow connecting element being external to said housing in a region 
between the first U-shape opening and the second U-shape opening to complete a fluid path that 
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extends between the first U-shape opening and the second U-shape opening external to the 
housing. 

With respect to claim 101, the cited references, taken alone or in combination, do not 
disclose or suggest a biopsy device wherein the unitary removable element is configured to be 
mounted to the housing and received at each of the first U-shape opening, the second U-shape 
opening and the third U-shape opening . Also, the cited references, taken alone or in combination, 
do not disclose or suggest a biopsy device wherein at least a portion of the hollow connecting 
element (communicatively coupled between the biopsy needle module and the pressure source 
contained in the housing) is external to said housing in a region between the first U-shape opening 
and the second U-shape opening to complete a fluid path that extends between the first U-shape 
opening and the second U-shape opening external to the housing. 

As such. Applicants respectfully submit that since all limitations of claim 101 are not 
disclosed or suggested by the cited references, taken alone or in combination, a prima facie case 
of obviousness has not been established. (See case law above with respect to claim 57). 

Accordingly, to achieve the invention as recited in claim 101 by the combination of 
Naslund, Gregoire, and Dejter, significant change in the structure and function of the combined 
elements of Naslund, Gregoire, and Dejter would have been required. Thus, the improved 
structure provided by the present invention over that of Naslund, Gregoire, and Dejter is more 
than the predictable use of the elements of Naslund, Gregoire, and Dejter according to their 
established functions. See KSR International Co. v. Teleflex Inc. (KSR), 111 S. Ct. 1727, 82 
USPQld 1385, 1396 (2007). 

Only by using impermissible hindsight, and the benefit of Applicants' claim, would one 
skilled in the art be motivated to use openings (of Gregoire) to receive the respective portions of a 
unitary removable element, and with at least a portion of the hollow connecting element being 
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external to said housing in a region between the first U- shape opening and the second U- shape 
opening to complete a fluid path that extends between the first U-shape opening and the second 
U-shape opening external to the housing. 

Therefore, for at least the reasons set forth above, it is respectfully submitted that claims 
57, 66-68, and 98-101 are patentable under 35 U.S.C. 103(a) over Naslund as modified by 
Gregoire and Dejter. 

Claims 102-104 were rejected under 35 U.S.C. 103(a) as being unpatentable over Naslund 
as modified by Gregoire and Dejter, and further in view of Jewett (US 3,561,429). 

Jewett discloses an instmment for obtaining a biopsy specimen including a syringe-type 
pressure generator that extends through an opening in the housing, and having a tubing 74 
extending from the pressure generator to a tube 75, which cooperate to supply vacuum to tip 81. 
(Column 4, lines 1-6; Fig. 7). 

Claims 102-104 depend, directly or indirectly, from claim 101. Accordingly, it is 
respectfully submitted that claims 102-104 are patentable over Naslund as modified by Gregoire 
and Dejter, and further in view of Jewett, since Jewett does not overcome the deficiencies of 
Naslund as modified by Gregoire and Dejter with respect to claim 101. 

In addition, at least claims 102 and 104 are patentable in their own right. 

Claim 102 recites, "The biopsy device of claim 101, wherein the biopsy needle module 
includes a first component configured to be received by the first U-shape opening and the pressure 
source includes a second component configured to be received by the second U-shape opening." 
From claim 101, it is recited that the second end lid has the first U-shape opening and the second 
U-shape opening, and the first end lid has the third U-shape opening. Thus, in the structure 
recited in claim 102, the first component of the needle module and the second component of the 
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pressure source are received, respectively, in the first U-shaped opening and second U-shaped 
opening of the same (second) end lid. 

Accordingly, to achieve the invention as recited in cMm 102 by the combination of 
Naslund, Gregoire, Dejter and Jewett, significant change in the structure and function of the 
combined elements of Naslund, Gregoire, Dejter and Jewett would have been required. Thus, the 
improved structure provided by the present invention over that of Naslund, Gregoire, Dejter and 
Jewett is more than the predictable use of the elements of Naslund, Gregoire, Dejter and Jewett 
according to their established functions. See KSR International Co. v. Teleflex Inc. (KSR), 127 S. 
Ct. 1727, 82 USPQ2d 1385, 1396 (2007). 

Claim 104 recites, "The biopsy device of claim 103, wherein the biopsy needle module 
includes a biopsy needle and a cutting sleeve coaxially positioned with respect to the biopsy 
needle, the biopsy needle module further including a guide roller slidably disposed on said cutting 
sleeve, the guide roller being received by the first U-shape opening." 

The Examiner appears to concede that the cited references in combination do not disclose 
the structure of claim 104. 

The Examiner asserts that "in a biopsy embodiment in which the cutting sheath is outside 
the biopsy needle, which is well know in the art at the time the invention was made, such a guide 
mechanism would be disposed on the cutting sleeve." The Examiner has essentially taken 
language Applicants' claim 104 (guide roller slidably disposed on said cutting sleeve), and then 
concluded obviousness by restating the claim language. The Examiner may not, because of doubt 
that the invention is patentable, resort to speculation, unfounded assumption or hindsight 
reconstruction to supply deficiencies in the factual basis for the rejection. In re Warner, 154 
U.S.P.Q. 173,178 (CCPA 1967). 



289-PDD-03-07 US/CRB0022.US 



24 



PATENT 

The Examiner further asserts that "having a guide roller slidably disposed and positioned 
by a first opening in the front of the biopsy device was £ilso well known in the art . . .". It appears 
the Examiner is taking Official Notice of the structure recited in claim 104, £ind if so, then it is 
respectfully requested that the Examiner expressly state such. 

Notwithstanding, MPEP 2144. 03A provides that, "Official notice unsupported by 
documentary evidence should only be taken by the examiner where the facts asserted to be well- 
known, or to be common knowledge in the art are capable of instant and unquestionable 
demonstration as being well-known ." (Emphasis added). It is respectfully submitted that the 
level of structural detail provided by a recitation of "a guide roller slidably disposed on sdd 
cutting sleeve, the guide roller being received by the first U-shape opening" of the housing, or that 
expressly asserted by the Examiner, is such that it does not lend itself to "Official Notice" under 
MPEP 2144.03, as it cannot be instantly and unquestionably demonstrated as being well-known. 
For the record. Applicants expressly do not admit as prior art the structure as recited in claim 104. 
It is respectfully requested that the Examiner provide one or more references in support of the 
Examiner's asserted position, or withdraw the rejection. 

Accordingly, for at least the reasons set forth above, it is respectfully submitted that claims 
102-104 are patentable under 35 U.S.C. 103(a) over Naslund as modified by Gregoire and Dejter, 
and further in view of Jewett. 

For the foregoing reasons, Applicants submit that the pending claims are definite and do 
particularly point out and distinctly claim the subject matter which Applicants regard as the 
invention. Moreover, Applicants submit that no combination of the cited references teaches, 
discloses or suggests the subject matter of the pending claims. The pending claims are therefore 
in condition for allowance, and Applicants respectfully request withdrawal of all rejections and 
allowance of the claims. 
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In the event Applicants have overlooked the need for an extension of time, an additional 
extension of time, payment of fee, or additional payment of fee. Applicants hereby conditionally 
petition therefor and authorize that any charges be made to Deposit Account No. 50-5242, 
RONALD K. AUST, P.C. 

Should any question concerning any of the foregoing arise, the Examiner is invited to 
telephone the undersigned at (317) 894-0801. 



RKA/ts 

Ronald K. AUST, P.C. 
12029 E. Washington Street 
IndianapoUs, IN 46229 
Telephone: 317-894-0801 
Facsimile: 317-894-0803 



Respectfully submitted, 

/Ronald K. Aust, Reg. No. 36735/ 

Ronald K. Aust 
Registration No. 36,735 

Attorney for Applicants 

Electronically Eiled: July 6, 2010 
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